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DETAILED ACTION 

The Office Action is in response to the 371 of PCT/US03/26644 filed April 9, 
2004. Amended claims 1-8 are being examined on the merits herein. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not 
identical, but at least one examined application claim is not patentably distinct from the 
reference claim(s) because the examined application claim is either anticipated by, or 
would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887,225 USPQ 645 (Fed. Cir. 1985); In re 
Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 
164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 
(CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent either is Shown to be 
commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
Effective January 1 , 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 



Claim 6 and 7 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-11 of U.S. Patent No. 5,484,920 to 
Suzuki et al. Although the conflicting claims are not identical, they are not patentably 
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distinct from each other because the instant claims claim the same compounds as in the 
patent. Thus the instant claims are not patentably distinct over US Patent 5,484,920. 



Claim Rejections - 35 USC §112 



The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6-8 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The instant claims are rejected as being of improper dependent form for failing to 
further limit the subject matter of a previous claim. Applicant is required to cancel the 
claim(s), or amend the claim(s) to place the claim(s) in proper dependent form, or 
rewrite the claim(s) in independent form. Claims 6-8 are dependent on any one of 
claims to 5. A compound claim cannot depend on a method claim. 

Claim 6 provides for the use of the adenosine A2A receptor antagonist for 
manufacturing a therapeutic agent for restless legs syndrome but, since the claim does 
not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it 



Application/Control Number: 10/523,603 
Art Unit: 1609 



Page 4 



merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 6 is rejected under 35 U.S.G. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition 
of a process, i.e., results in a claim which is not a proper process claim under 35 
U.S.C. 1 01 . See for example Ex parte Dunki, 1 53 USPQ 678 (Bd.App. 1 967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claim Rejections - 35 USC § 102 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 6-7 are rejected under 35 U.S.C. 102(b) as being anticipated by Suzuki et 
al. (U.S. Patent No. 5,587,378; 1996) in light of Trenkwalder (Clinical Neuroscience, 
1 998), cited to show a fact. 
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Suzuki teaches a method for administering xanthine derivative compounds, in 
particular, (E)- 8-(3,4-dimethoxystyryl)-1,3-diethyl-7-methylxanthine (Example 8, column 
55, lines 27-57), in an effective amount to patients suffering from Parkinson's disease 
(PD) (column 3, lines 34-36; claim 1). In particular, Suzuki teaches the adenosine A2 
receptor antagonistic activity of the disclosed xanthine compounds (column 1, lines 64- 
67), meeting the limitations of claim 7. 

Note that the "use of language is seen as a product claim, thus claim 6 is also 
rejected under the disclosed products in Suzuki. 



Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Suzuki et al. (U.S. Patent No. 5,587,378; 1996) in view of Trenkwalder (Clinical 
Neuroscience, 1998). 
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Suzuki is discussed above. 

Suzuki does not explicitly teach restless legs syndrome and nocturnal 
myoclonus. 

Trenkwalder teaches the frequency of sleep complaints in patients with PD is 
estimated between 60-90% and a variety of either disease-related or secondary 
mechanisms and the various treatments contribute to the development of different sleep 

» 

disturbances. Trenkwalder further teaches these comprise slight, fragmented sleep with 
increased number of arousals and awakenings, and PD-specific motor phenomena 
such as nocturnal immobility, rest tremor, eye-blinking, dyskinesias, and other 
phenomena such as periodic and nonperiodic limb movements in sleep, restless legs 
syndrome, fragmentary myoclonus, and respiratory dysfunction in sleep (abstract). 

Therefore, it would have been obvious to one of ordinary skill in that art at the 
time of the invention to administer the compound(s) of formula I to PD patients as taught 
by Suzuki and used them to also treat patients with restless legs syndrome and 
nocturnal myoclonus because Trankwalder makes it clear that these disorders are 
linked to PD. Thus if a patient with PD is administered the compound of formula I, it 
would be obvious that the restless legs syndrome and nocturnal myoclonus symptoms 
would also be treated. 



Conclusion 



Claims 1-8 are not allowed. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAHAR JAVANMARD whose telephone number is (571) 
270-3280. The examiner can normally be reached on 8 AM-5 PM MON-FRI (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, JEFFREY STUCKER can be reached on (571 ) 272-091 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 



SJ 




JEFFREY STUCKER 
SUPERVISORY PATENT EXAMINER 



